URITED 8TATES ENVIRONBENTAL PROTECTION AGENDY
WABHINGTON, DO 20480

0CT 7206 GFFIOE OF
RESEARDH AND DEVELOPMENT
MEMORANDURM
From: Robert Kavlock, Deputy Assistant Administrator for Science, Office of Research and
Development, Environmental Protection Agency
To: Alfredo Gomez, Director, National Resources and Enviranment, Government
Accountability Office
Subject: Status of the IRIS Program’s Implementation of Outstanding GAO Recommendations

and the GAQ High Risk List

The U.S. Environmental Protection Agency {(EPA) takes seriously the recommendations provided by the
GAO regarding EPA’s pracesses for assessing toxic chemicals, We are committed to taking actions that
will strengthen the Integrated Risk Information System (IRIS) Program. The purpose of this memo and
the accompanying corrective action plan is to document the actions taken to date, our plans for
additional actions, and why we believe that sufficient progress has been made to warrant removal of
GAO’s high risk designation. We are confident that the actions documented in the plan will enable the
IRIS Program to produce timely, transparent, and credible assessments in support of EPA’s mission to
protect public health and the environment. These efforts are also complimented by actions taken by
the IRIS Program to address recommendations from the National Academy of Sciences (NAS) in their
2011 report, Review of the Environmental Protection Agency’s Draft IRIS Assessment of Formaldehyde,
and the 2014 report, Review of EPA’s integrated Risk Information System (IRIS) Process.

GAO High Risk Criteria. In 2015, the GAQ High Risk Report® provided five new, overarching criteria to
help programs gauge their progress in resclving the high risk designation. Specific to the IRIS Program,
GAO found that EPA had met the criterion for Leadership Commitment, partially met criteria for
implementation of an Action Plan and Monitoring, and had not met criteria for Capacity and
Demaonstrated Progress. Below we provide updated information on activities in the IRIS Program to
address these high risk criteria.

Leadership Commitment. In the GAO 2015 High Risk report, EPA met the criteria for leadership
commitment. EPA’s top leadership continues to demonstrate support for improving the IRIS Program.
Strong management direction and support for approaches designed to increase the IRIS Program’s
productivity and transparency endures. These efforts were noted by the NAS in 2014, who observed
“ .that there is an institutional commitment to completing the revisions of the [IRIS assessment

t GAOQ Report to Congressional Committees High-Risk Series: An Update (2015} available at
http://www.gao.gov/assets/670/668415.pdf
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development] process, even as the program continues through the current transition phase and is
closely watched by both stakeholders and Congress.” The IRIS Program has sustained organizational
changes and initiatives, and is including a newer focus on long-term goals and planning. As changes are
implemented, senior officials in EPA provide oversight. EPA continues to demonstrate strong leadership
commitment from all levels of the Agency to transform the IRIS Program to address challenges and
ensure that the Agency, state and local governments, and the American public have the most rigorous,
science-based information about the health effects of chemicals in the environment.

Action Plan. In 2015, GAO reported that the Agency had partially met the criterion of having an action
plan for addressing recornmendations. Over the last four years the IRIS Program has implemented a
number of changes in response to GAQ recommendations and the corrective action plan at the end of
this memao addresses these recommendations. For example, building on previous efforts to estimate
timelines, the IRIS Program is currently evaluating timelines and resource estimates and we will provide
this information to GAQ by December 2016. The corrective action plan itself is a living document, which
will be continually monitored and updated as appropriate. This action plan is complemented by progress
reports that have been released from 2011-2015, which document programmatic activities to address
NAS recommendations®

Monitoring. According to the 2015 GAO report, the Agency had partially met the criterion of
monitoring. EPA has instituted a number of monitoring activities for the IRIS Program. We successfully
obtained independent validation from authoritative scientific bodies with respect to the substantial
corrective measures undertaken. EPA received commendation from the NAS for the significant
transformations made to the program in a short period of time and noted a successful future if the
Agency continued on its trajectory. We have benefitted from consistent monitoring and independent
review by EPA’s Science Advisory Board (SAB) regarding the effectiveness and sustainability of EPA’s IRIS
assessment development process—including the changes made in response to the NAS
recommendations. We have increased the availability and accuracy of current information for IRIS users
with an overhaul of the IRIS website. Interactions with the NAS, the SAB, and the public provide
numerous opportunities for feedback, help ensure high scientific quality, and facilitate continual
evolution and improvement in the program. Additionally, the Agency increased monitoring and
oversight of the IRIS Program by way of regular meetings to assess status and performance and to
inform senior officials on progress and potential risks. Notably, the IRIS Program provides monthly
updates to the Administrator’s office. EPA is committed to monitering the performance of the |RIS
Program and continually improving on its ability to meet the statutory, regulatory, and programmatic
needs of IRIS users.

Capacity. GAQ reported that the Agency had not met the criterion of capacity. EPA is dedicated to
improving capacity and we have taken some important steps. The IRIS Program has established
disciplinary workgroups (e.g., neurotoxicity, statistics, pharmacokinetics) and committees (e.g., science
and management councils) to increase productivity and capacity by using these workgroups and
committees to ensure that controversial scientific issues are presented in a balanced manner, the
rationale for decisions are adequately explained, and peer review comments are appropriately

2 |RIS Progress Reports and Reports to Congress are publicly available at: 2
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addressed. The roles of the various workgroups and committees, the general practices of the program,
and the application of systematic review methods in [RIS assessments are being described in an IRIS
Handbook of Operating Procedures that is currently under development. The Handbook is focused on
specific responsibilities in the development and review of IRIS assessments and will provide direction to
current staff and will speed the integration of planned new hires; these actions are anticipated to
increase program capacity. The completion of the 2015 IRIS Multi-year Agenda was a major undertaking
resulting in an improved understanding of the needs of EPA and focused on the priorities of the Agency.
The IRIS Program evaluated the capacity needed for fully implementing the multi-year Agenda and
conducted an internal workload analysis to evaluate the program’s need for people, skills, and
resources. As a result of this analysis, we have implemented an aggressive recruitment plan for hiring
20 additional scientists from an array of disciplines and at different skill levels. We have maximized our
resources to address user needs by working with EPA program and regional offices to coordinate
planning and activities when there are data gaps and when it may be appropriate to use alternative
sources of toxicity information. The IRIS Program continues to prioritize needs and to identify and
evaluate the demand for IRIS toxicity assessments needed to meet and maintain users’ needs.

Demonstrated Progress. In 2015, GAQ also reported that the Agency had not met the criterion of
showing demonstrated progress. We believe that progress should not be measured only by the posting
of a final IRIS assessment. Progress should also measure the corrective actions that have been
implemented and sustained in concert with extensive efforts to increase scientific quality, improve
transparency, and incorporate enhancements to the assessment process in response to the 2011 and
2014 NAS recommendations. The IRIS Program is demonstrating progress by producing numerous
interim products that are foundational to the assessments (i.e., preliminary materials, public and peer
review drafts of assessments) as well as conducting overarching activities aimed at improving
assessment guality and efficiency (e.g., developing systematic review methods and an IRIS handbook of
operating procedures). Itis important to advance chemicals at every stage of the IRIS process, and the
movement of multiple assessments through the rigorous IRIS process is progress. We have extensively
restructured assessments already under development by incorporating systematic review methods. We
have submitted three assessments for public comment so far this year and will release two final RIS
assessments in September and two more by January, 2017. Over the last 4 years, we have held
numerous workshops and public science meetings to discuss and resolve key science issues that’
supported the development of high gquality assessments. Together, these efforts have yielded results as
evidenced by the very favorable peer review comments received on recent draft assessments. As the
IRIS Program is implementing these actions to improve the transparency, clarity, and scientific rigor of
our assessments, we also reiterate our commitment to continue to increase productivity as measured by
an increased number of interim products as well as final assessments to meet the needs of the Agency
and the public. IRIS is the recognized world-wide “gold standard” for toxicological assessments and the
improvements implemented as a result of the GAO and NAS recommendations should be considered as
EPA having achieved demonstrated progress.

Conclusion. Recommendations from the GAO, NAS, and others have led to fundamental changes in the
activities of the IRIS Program. The program has embraced these recommendations and is committed to
addressing them, as well as periodically re-evaluating the effectiveness of implementation. The IRIS

Program is focused on continual improvement, implementation of GAO recommendations, and moving
beyond those recommendations to address future challenges in the evaluation of the health hazards of

ED_002412_00002172-00003



chemicals found in the environment. The actions implemented by the IRIS Program, the progress made,
and the program’s continued commitment to excellence have made a difference and have been noticed
by the NAS, SAB, as well as stakeholders and the public. At their core, these changes have improved the
quality, transparency, and efficiency of the IRIS Program. Further, EPA has extensive commitment from
leadership across the Agency to improve the [RIS Program, including increasing the capacity within the
program and implementing the action plan. We believe that the IRIS Program has demonstrated

significant progress in addressing GAQ's recommendations to warrant a reconsideration of the high-risk
designation.
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